This is a critical abstract of an economic evaluation that meets the criteria for inclusion on NHS EED. Each abstract contains a brief summary of the methods, the results and conclusions followed by a detailed critical assessment on the reliability of the study and the conclusions drawn.
Analysis of effectiveness
The analysis was presumably based on intention to treat, although this was not explicitly stated. The health outcomes assessed in the trial were: success of deep cannulation and specification of the bile duct, achievement of sphincterotomy, time required to achieve deep cannulation, time required to perform sphincterotomy after deep cannulation, and type of current used. The following parameters were rated by an endoscopist using a 4-point scale: fluoroscopic visualisation of the instruments, injection of the contrast medium, specification of the bile duct and positioning of the cutting wire. The endoscopist also gave an overall assessment of the procedure. The allocation between the two treatment groups was random, therefore adjustments for confounding factors were not undertaken. The characteristics of the two treatment groups were not compared at baseline.
Effectiveness results
Results were reported for each of the health outcomes. The only significant difference between the groups was in number of complications of sphincterotomy (mild or moderate pancreatitis): there were 5/38 in group A compared to 7/39 in group B, (p = 0.03). No other effectiveness results were statistically significant. In the opinion of the endoscopists, the overall assessment of the procedure (reusable sphincterotome without guidewire versus disposable triple-lumen device with a guidewire) was rated as excellent (32% versus 54%), good (37% versus 33%), medium (18% versus 5%) and poor (13% versus 8%). For fluoroscopic visualisation the device was rated excellent (37% versus 54%), good (46% versus 36%), medium (17% versus 8%), and poor (0% versus 2%). For injection of contrast medium and opacification of BD the results were excellent (42% versus 54%), good (45% versus 38%), medium (6% versus 5%), and poor (6% versus 3%). The position of the cutting wire during sphincterotomy was rated excellent (50% versus 65%), good (44% versus 27%), medium (3% versus 5%), and poor (3% versus 3%). None of these results were statistically significant.
Clinical conclusions
Although there were differences in some associated complication rates, the study showed no differences in the success rate. The time taken to perform the procedure and the frequency of complications were the same for both techniques. Therefore there is no evidence that the use of disposable instruments was more clinically effective.
Measure of benefits used in the economic analysis
No summary measure of benefit was used in the economic analysis, and, as such, a cost-consequences approach was undertaken.
Direct costs
Resource use items included in the analysis were restricted to the cost of instruments. Costs occurring as a result of complications were not considered. A per patient cost for the instruments was reported, along with a total cost for both treatment groups. Discounting was not performed which was appropriate given the time frame of the analysis. The estimation of resource use and the cost of instruments were based on actual data collected in the trial. The costs of reprocessing were estimated from a study by Koareck, conducted in 1999. The study did not report any differences between marginal and average costs.
